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platelet & granulocyte processing

Purpose

This procedure describes the assessment, sampling and quantitation of platelet or granulocyte blood products prior to release and distribution to (Insert facility/laboratory name). It includes instructions for washing platelet products.

Scope

Autologous and directed allogeneic platelet or granulocyte products collected by apheresis.

Responsibilities

It is the responsibility of medical staff to:

· inform (Insert manufacturer’s name) of potential collection and manufacturing requirements 

· perform donor evaluation and infectious disease screening

· obtain informed donor consent

· perform the collection and transport to (Insert manufacturer’s name)
· request manufacture

· request (Insert facility/laboratory name who will supply the final product) to supply the final product.  

It is the responsibility of (Insert manufacturer’s name) staff to:

· manufacture products as requested by medical staff

· release products and distribute to (Insert facility/laboratory name where product will be distributed to)
It is the responsibility of (Insert facility/laboratory name where product will be distributed to)
 staff to:

· receive product from (Insert manufacturer’s name) perform blood group matching, as appropriate

· organise product irradiation, as required

· supply the final product.

infectious disease screening

· Screening for donor selection is performed prior to collection.

· Mandatory infectious disease screening is repeated at the time of collection.

blood group COMPATIBILITY

· Confirm blood group testing has been performed on the donor and recipient for allogeneic products.
· Review allogeneic donors for blood group compatibility with the recipient according to Blood Group Compatibility.

· Record results on the Blood Group Compatibility Form.

materials

As listed on the Platelet & Granulocyte Form. 

Procedure

Label Check

Confirm product identification, by checking the identifiers on the product bag with those on the accompanying documentation and the (Insert manufacturer’s name) product labels. 

Volume Determination

Perform in the Cleanroom. 

1. Remove all collection lines by hermetically sealing them close to the collection bag port.

2. Weigh the bag.

3. Record under total weight on the Platelet & Granulocyte Form.

4. Subtract the weight of the collection bag from the total weight to obtain the product weight.

5. Divide the weight of the product by the specific gravity (SG) to obtain the product volume. Use SG = 1.0 for platelets, 1.04 for granulocytes.

6. Record on the Platelet & Granulocyte Form.

Bag Sampling

Perform sampling within a BSC in the Cleanroom.

	Test
	Sample Volume Required

	Cell counts 
	~ 0.6mL 

	Microbial contamination test
	1% of total volume (eg 1mL for 100mL product, 2.5mL for 250mL)


1. Determine product sample volume to be taken and record on the Platelet & Granulocyte Form.

2. Label appropriate sampling tubes and blood culture bottles and place in BSC.

3. Place product within BSC.

4. Mix product by gentle rocking to ensure cell product is evenly suspended.

5. Insert SmartSite bag access device into the bag port.

6. Swab access site prior to and post sampling.

7. Using a syringe, mix well and remove required volume of sample.

8. Attach a 21g needle to the sampling syringe.

9. Remove caps from the culture bottles and swab tops prior to and post sampling. Inoculate bottles with 1% of the total product volume divided equally between the bottles. Inoculate the anaerobic bottle first, followed by the aerobic bottle.

10. Aliquot remaining volume into sampling tubes, as required for testing.

Testing Procedures

· Cell Counts 
Platelet samples are counted on the AcT-8 for WBC and platelets. Dilute sample if platelets > 1000 x 109/L

Granulocyte samples are counted on the Cell Dyn auto analyser in Haematology RPH. 

1. Prepare 1/10 dilution using Saline:Albumex 4 50:50 (eg 50uL sample to 450uL dilution buffer), if required.

2. Assay sample on the AcT 8 Coulter Counter (Equipment Operating Instructions) or Cell Dyn (the Chartable Page report is required as it includes segmented and band neutrophils).

3. Record the white blood cell count (WBC) and neutrophil (Neu) or platelet (Plt) count on the Platelet & Granulocyte Form. 

4. Attach instrument printout to the form.

5. For platelets, 

Calculate and record total platelets (x1011):

Plt (x109/L) multiplied by product volume (L) divided by 100.

6. For granulocytes, 

Calculate and record total nucleated cells TNC (x1010):  

WBC (x109/L) multiplied by product volume (L) divided by 10.

Calculate and record total granulocytes (x109):

Neu (x109/L) multiplied by product volume (L).

· Microbial Contamination Testing

Refer to Microbial Testing.

On Completion of Processing

1. For cryopreservation of platelet products see Platelet Cryopreservation. Allogeneic platelet products must have been irradiated prior to cryopreservation.

2. In some circumstances (eg for removal of DMSO, minor blood group incompatibility) there may be clinical indications to wash the platelets prior to infusion. See the Platelet Washing section following.

3. For fresh products for infusion, transfer product to a platelet storage bag using the exchange coupler or to a transfer pack. Hermetically seal the line, leaving segments for testing.

Preparation for infusion

1. Follow product release and distribution procedures. 

2. Distribute the product to (Insert facility/laboratory name where product will be distributed to). Provide a copy of the Distribution Form. 
3. (Insert facility/laboratory name where product will be distributed to)will:

· organise product irradiation, as required

· register and issue the product on the (Insert product  software application)
· supply a filter for platelet infusions.

4. Cryopreserved platelet products may be thawed in (Insert manufacturer’s name) or on the ward by (Insert manufacturer’s name) staff. See Thawing for Infusion. Record thaw on the HPC Thaw Form.
platelet washing

The product may be fresh or thawed. 

Allogeneic platelet products must be irradiated prior to washing.

1. Prepare 1L of wash solution (500mL Albumex 4 / 500mL Saline) in a transfer pack. Clamp the line.

2. Collect thawed blood group compatible fresh frozen plasma (FFP) from TMU for platelet reconstitution.

3. Insert a SmartSite bag access device into the product bag.

4. Remove approx 0.5mL for a platelet count.

5. Remove SmartSite bag access device and gently transfer the cells into a labelled transfer pack (600mL) using the transfer line of bag.  

6. Clamp the line.

7. Insert the transfer line from the wash solution bag into the other port of product bag.

8. Release clamp on the transfer line and allow a volume of wash solution, approximately equal to twice the volume of cells in the bag, to move into the bag. 

9. Re-clamp the transfer line and gently mix the product.

10. Release clamp on the transfer line and allow cells from the bag to move into labelled transfer pack.

11. Remove air from the transfer pack. 

12. Hermetically double seal transfer line close to the inlet port of the pack containing the cells and wash solution.

13. Repeat process for the other product bags.

14. Place the transfer packs into an outer sterile bag.

15. Load centrifuge.

16. Refer to Equipment Operating Instruction; Sigma Centrifuge.
· Speed setting: 2500rpm (1467g)

17. Centrifuge for 10min at room temperature.

18. Carefully remove transfer packs from the centrifuge bucket.

19. Label a 600mL transfer pack and clamp the line.

20. Insert the line from the transfer pack into the outermost port of the pack containing the centrifuged platelets. 

21. Release the clamp from the transfer line and gently decant the supernatant from the platelets by tipping the pack.

22. Re-clamp the line.

23. Hermetically double seal transfer line close to the inlet port of the product bag.

24. Insert a SmartSite bag access device into the product bag.  

25. Using a 50mL syringe, gently resuspend the platelets with compatible blood group plasma to approximate the pre-wash volume. 

26. Take a 0.5mL sample for platelet count.

27. Record product volume. 

28. Replace the SmartSite bag access device a SmartSite Add On Access Device for infusion.

29. Repeat for the other product bags.

forms

Blood Group Compatibility Form FORM91

Platelet & Granulocyte Form FORM119

HPC Thaw Form FORM98

Documents 

Blood Group Compatibility DOC75

Equipment Operating Instructions DOC5

Microbial Testing DOC67

Platelet Cryopreservation DOC100

Thawing for Infusion DOC41
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